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Pre-Vaccination Form for
Moderna-NIH COVID-19 Vaccine

Information for Healthcare Professionals about
the Pre-Vaccination Form for
COVID-19 Vaccine.

For additional information on COVID-19 vaccine
recommendations, see:
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/
clinical-considerations.html

For additional information on ACIP general
recommendations, see:
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.html

Are you feeling sick today?

There is no evidence that acute illness reduces vaccine
efficacy or increases vaccine adverse events. However, as a
precaution with moderate or severe acute illness, all vaccines
should be delayed until the illness has improved. Mild
ilinesses (e.g., upper respiratory infections, diarrhea) are
NOT contraindications to vaccination. Do not withhold
vaccination if a person is taking antibiotics. Vaccination

of persons with current SARS-CoV-2 infection should

be deferred until the person has recovered from acute
iliness and they can discontinue isolation. While there is no
minimum interval between infection and vaccination, current
evidence suggests reinfection is uncommon in the 90 days
after initial infection. Persons with documented acute SARS-
CoV-2 infection in the preceding 90 days may delay vaccination
until near the end of this period, if desired.

Have you ever received a dose of COVID-19 vaccine?
Two doses of the same COVID-19 vaccine product are
recommended. Check medical records, immunization
information systems, and vaccination record cards to help
determine the initial product received. Those who received

a trial vaccine should consult with the trial sponsors to
determine if it is feasible to receive additional doses.

Have you ever had a severe allergic reaction (e.g.,
anaphylaxis) to something? For example, a reaction
for which you were treated with epinephrine or
EpiPen®, or for which you had to go to the hospital?
Allergic reactions, including severe allergic reactions, NOT
related to vaccines or injectable therapies (e.g., food, pet, venom,
environmental, or latex allergies; oral medications) are NOT a
contraindication or precaution to vaccination with currently
authorized COVID-19 vaccine. HOWEVER, individuals who have
had severe allergic reactions to something, regardless of cause,
should be observed for 30 minutes after vaccination. All
other persons should be observed for 15 minutes.

Was the severe allergic reaction after receiving

a COVID-19 vaccine?

History of severe allergic reaction (e.g., anaphylaxis) to
a previous dose or component of the COVID-19 vaccine
product being offered is a contraindication to that
COVID-19 vaccine.
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Was the severe allergic reaction after receiving

another vaccine or another injectable medication?
A history of mild allergic reaction to a vaccine or injectable
therapy is not a precaution to vaccination. History of severe
allergic reaction (e.g., anaphylaxis) to another vaccine or a
component of another vaccine OR anaphylactic reaction to
any other injectable medication is a precaution to currently
authorized COVID-19 vaccine. Vaccine may be given, but
counsel patients about unknown risks of developing a severe
allergic reaction and balance these risks against the benefits
of vaccination. These individuals should be observed for 30
minutes after vaccination.

Do you have a bleeding disorder or are you taking

a blood thinner?

COVID-19 vaccine may be given to these patients, if a physician
familiar with the patient’s bleeding risk determines that the
vaccine can be administered intramuscularly with reasonable
safety. ACIP recommends the following technique for
intramuscular vaccination in patients with bleeding disorders or
taking blood thinners: a fine-gauge needle (23-gauge or smaller
caliber) should be used for the vaccination, followed by firm
pressure on the site, without rubbing, for at least 2 minutes.

Have you received passive antibody therapy as
treatment for COVID-19?

Based on the estimated half-life of monoclonal antibodies or
convalescent plasma as part of COVID-19 treatment, as well as
evidence suggesting that reinfection is uncommon in the 90
days after initial infection, vaccination should be deferred for
at least 90 days, as a precautionary measure until additional
information becomes available, to avoid interference of the
antibody treatment with vaccine-induced immune responses.

»Considerations

Immunocompromise is not a contraindication to current
COVID-19 vaccine, including those with cancer, leukemia,
HIV/AIDS and other immune system problems or taking
medication that affects their immune systems. However,
patients should be informed that the vaccine might be less
effective than in someone who is immunocompetent.

Pregnancy is not a contraindication to current COVID-19
vaccine. While there are currently no available data on the
safety of COVID-19 vaccines in pregnant people, studies and
results are expected soon. Pregnant people may choose to get
vaccinated. Observational data demonstrate that while the
absolute risk is low, pregnant people with COVID-19 have an
increased risk of severe illness.

Lactation is not a contraindication to current COVID-19
vaccine. Lactating people may choose to be vaccinated. There
is no data available for lactating people on the effects of
mRNA vaccines.


https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/clinical-considerations.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/clinical-considerations.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.html







Getting the Moderna COVID-19 Vaccine

:KDW WR ([SHFW 'XULQJ $IWHU <RXU ,QMHFWLRQ

(0(5*(1&< 86( $87+25,=$7,21

The Moderna COVID-19 Vaccine has not been approved or licensed by the US Food and Drug Administration (FDA), but has been
authorized for emergency use by FDA, under an Emergency Use Authorization (EUA), to prevent Coronavirus Disease 2019 (COVID-19) for
use in individuals 18 years of age and older. There is no FDA-approved vaccine to prevent COVID-19.

The EUA for the Moderna COVID-19 Vaccine is in effect for the duration of the COVID-19 EUA declaration justifying emergency use of the
vaccine, unless terminated or revoked (after which the vaccine may no longer be used).

| Before you get the vaccine |

Tell your vaccination provider if you:

O +DYH DQ\ DOOHUJLHVO $UH LPPXQRFRPSURPLVHG RU DUH RQ D AHGLF
O +DYH D IHYHU DIITHFWV \RXU LPPXQH V\VWHP

O +DYH D EOHHGLQJ GLVRUEHIWRYQDQW SODQ WR EHFRPH SUHJQDQW
WDNH EORRG WKLQQHOVDYH UHFHLYHG DQRWKHU &29," YDFFLQH

For more information, visit PRGHUQDW[ FRP FRYLG YDFFLQH HXD UHFLSLHRWYV

| After you get the vaccine |

6LGH HIIHFWV WKDW KDYH EHHQ UHSRUWHG ZLWK WKH ORGHUQD &29,' 9
O Injection site reactions: pain, tenderness and O General side effects: fatigue, headache,
swelling of the lymph nodes in the same arm of muscle pain, joint pain, chills, nausea and (
the injection, swelling (hardness), and redness vomiting, and fever

Talk to your vaccination provider if you have side effects that bother you or do not go away.

, \RX WKLQN \RX-UH KDYLQJ DQ DOOHUJLF UHDFWLRQ WR WKH YPFFLQ
Signs of a severe allergic reaction can include: Difficulty breathing, swelling of your face and throat,
a fast heartbeat, a bad rash all over your body, dizziness and weakness.

$ VHFRQG GRVH RI WKH ORGHUQD &29,' ODFFLQH LV 5(48,¢
Complete vaccination P R Q Wft&r your first dose of the Moderna COVID-19 Vaccine.
To help remember that appointment:

Askfora QG 'RVHlZ
BHPLQGHU &D
Q QDDOS

Immediately schedule
your next appointment

6HW D UHPLQ

. ’ to display NE on your mobile
Dl ALK B ) HEl prominently % phone or calendar
\RXU YDFFLQH at home

JRU PRUH LQIRUPDWLRQ WDON WR \RXU YDFFLQDWLRQ SURYILGHU |
1-866-MODERNA (1-866-663-3762)

KDW LV WKH ORGHUQD &29,' O9DFFLQH"

The Moderna COVID-19 Vaccine is an unapproved vaccine that may prevent COVID-19. There is no FDA-approved vaccine
to prevent COVID-19. The FDA has authorized the emergency use of the Moderna COVID-19 Vaccine to prevent COVID-19
in individuals 18 years of age and older under an Emergency Use Authorization (EUA).

Please see next page for additional Important Safety Information and Fact I I I O d e rﬂ O

Sheet for Recipients and Caregivers beginning on page 3 of this document.
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:KDW VKRXOG \RX PHQWLRQ WR \RXU YDFFLQDWLRQ SURYLGHU EHIRUH \RX JHW WK
Tell your vaccination provider about all of your medical conditions, including if you:

 have any allergies

 have a fever

 have a bleeding disorder or are on a blood thinner

e are immunocompromised or are on a medicine that affects your immune system

e are pregnant or plan to become pregnant

e are breastfeeding

* have received another COVID-19 vaccine

KR VKROX®ROGHW WKH ORGHUQD &29,' O9DFFLQH"
You should not get the Moderna COVID-19 Vaccine if you:

 had a severe allergic reaction after a previous dose of this vaccine
« had a severe allergic reaction to any ingredient of this vaccine

+RZ LV WKH ORGHUQD &29,' O9DFFLQH JLYHQ"

The Moderna COVID-19 Vaccine will be given to you as an injection into the muscle. The Moderna COVID-19 Vaccine
vaccination series is 2 doses given 1 month apart. If you receive one dose of the Moderna COVID-19 Vaccine, you
should receive a second dose of the same vaccine 1 month later to complete the vaccination series.

:KDW DUH WKH ULVNV RI WKH ORGHUQD &29,' 9DFFLQH"
Side effects that have been reported with the Moderna COVID-19 Vaccine include:

« Injection site reactions: pain, tenderness and swelling of the lymph nodes in the same arm of the injection,
swelling (hardness), and redness

» General side effects: fatigue, headache, muscle pain, joint pain, chills, nausea and vomiting, and fever

There is a remote chance that the Moderna COVID-19 Vaccine could cause a severe allergic reaction. A severe
allergic reaction would usually occur within a few minutes to one hour after getting a dose of the Moderna COVID-19
Vaccine. For this reason, your vaccination provider may ask you to stay at the place where you received your
vaccine for monitoring after vaccination. Signs of a severe allergic reaction can include:

« Difficulty breathing

e Swelling of your face and throat
* A fast heartbeat

A bad rash all over your body

¢ Dizziness and weakness

These may not be all the possible side effects of the Moderna COVID-19 Vaccine. Serious and unexpected side
effects may occur. The Moderna COVID-19 Vaccine is still being studied in clinical trials.

:KDW VKRXOG , GR DERXW VLGH HIIHFwWV"
If you experience a severe allergic reaction, call 9-1-1, or go to the nearest hospital.

Call the vaccination provider or your healthcare provider if you have any side effects that bother you or do
not go away.

Report vaccine side effects to )'$ &'& 9DFFLQH $GYHUVH (YHQW 5HSRUWHheQ/AERSMONEE 9% (56
number is 1-800-822-7967 or report online to https://vaers.hhs.gov/reportevent.html. Please include “Moderna

COVID-19 Vaccine EUA” in the first line of box #18 of the report form. In addition, you can also report side effects to
ModernaTX, Inc. at 1-866-MODERNA (1-866-663-3762).

See Fact Sheet for Recipients and Caregivers beginning

on page 3 of this document. m O d e rn_q
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FACT SHEET FOR RECIPIENTS AND CAREGIVERS
EMERGENCY USE AUTHORIZATION (EUA) OF
THE MODERNA COVID -19 VACCINE TO PREVENT CORONAVIRUS DISEASE 2019
(COVID-19) IN INDIVIDUALS 18 YEARS OF AGE AND OLDER

You are being offered the Moder@®VID-19 Vaccine to prevent Coronavirus Disease 2019
(COVID-19) caused by SARS0V-2. This Fact Sheet contains information to help you
understand the risks and benefits of the Moderna C@\[Vaccine, which you may receive
because there is currently a damic of COVID19.

The Moderna COVIBL9 Vaccine is a vaccine and maieventyou from getting COVIDR19.
There is no U.S. Food and Drug Administration (FDA) approved vaccine to prevent €I3VID

Read this Fact Sheet for information about the Moderna C&Maccine. Talk tdhe
vaccinationprovider if you have questions. It is your choice to receive the Moderna GO¥I1D
Vaccine

The Moderna COVIBL9 Vaccine is administered ag-doseseries 1 monthapart,into the
muscle

The Moderna COVIBL9 Vaccine may not protect everyone.

This Fact Sheet may have been upddted.the most recent Fact Sheet, pleask
www.modernatx.com/covid19vaccheia

WHAT YOU NEED TO KNOW BEFORE YOU GET THIS VACCINE

WHAT IS COVID -19?

COVID-19 is caused by @oronavirus called SARS0V-2. This type of coronavirus has not

been seen before. You can get COMI®through contact with another person who has the

virus. It is predominantly a respiratory illness that can affect other organs. People with-COVID

19 havehad a wide range of symptoms reported, ranging from mild symptoms to severe illness.
Symptoms may appear 2 to 14 days after exposure to the virus. Symptoms may include: fever or
chills; cough; shortness of breath; fatigue; muscle or body aches; headaghess of taste or

smell; sore throat; congestion or runny nose; nausea or vomiting; diarrhea.

WHAT IS THE MODERNA COVID -19 VACCINE?
The Moderna COVIBEL9 Vaccine is annapproved/accinethat maypreventCOVID-19. There
is no FDAapproved vaccine to preat COVID-19.

The FDA has authorizethe emergency use afie Moderna COVID19 Vaccine to prevent
COVID-19 in individuals 18 years of age and older under an Emergency Use Authorization
(EUA).

JRU PRUH LQIRUPDW L R@aR<an(BriergerdyHUSAKthbrization (EUA)? ~
section at the end of this Fact Sheet.

Revised 12/2020 1



WHAT SHOULD YOU MENTION TO YOUR VACCINATION PROVIDER BEFORE
YOU GET THE MODERNA COVID -19 VACCINE?
Tell your vaccination provider about all ydur medical conditions, including if you:
x have any allergies
have a fever
have a bleeding disorder or are on a blood thinner
are immunocompromised or are on a medicine that affects your immune system
are pregnant or plan to become pregnant
are breastfedadg
have received another COVAIO vaccine

X X X X X X

WHO SHOULD GET THE MODERNA COVID -19 VACCINE?
FDA has authorized the emergency use of the Moderna CQ9IWDaccine in individuals 18
years of age and older.

WHO SHOULD NOT GET THE MODERNA COVID -19 VACCINE?
You should not get the Moderna COVI® Vaccine if you:
X hada severe allergic reaction aftepievious dose of this vaccine
X had a severe allergic reaction to any ingredient of this vaccine

WHAT ARE THE INGREDIENTS IN THE MODERNA COVID -19 VACCINE?
TheModerna COVID19 Vaccine containghe following ingredientsmessenger ribonucleic acid
(mRNA), lipids (SM-102,polyethylene glycol [PEG2000dimyristoyl glycerol [DMG],
cholesterol, and 1;8istearoyisn-glycero3-phosphocholine [DSPCJromethamine,
tromethamine hydrochloride, acetic acid, sodium acetate, and sucrose.

HOW IS THE MODERNA COVID-19 VACCINE GIVEN?
The Moderna COVIBEL9 Vaccine will be given to you as an injection into the muscle

The Moderna COVIBL9 Vaccine vaccinatiogeriess 2 dosegivenl1 month apart

If you receive one dose of the Moderna COMIB Vaccine, you should receive a second dose of
the same vaccine 1 month later to complete the vaccination series.

HAS THE MODERNA COVID -19 VACCINE BEEN USED BEFORE?

The Moderna COVIBL9 Vaccine is amnapprove vaccine. In clinical trials, approximately
15,400 individuals18 years of age and oldeave received at least 1 dose of the Moderna
COVID-19 Vaccine.

WHAT ARE THE BENEFITS OF THE MODERNA COVID -19 VACCINE?

In an ongoing clinical trial, the Moderna COVI® Vaccine has been shown to prevent
COVID-19 following 2 doses giveh month apart. The duration of protection against COY®D
is currently unknown.

Revised 12/2020 2



WHAT ARE THE RISKS OF THE MODERNA COVID -19VACCINE ?
Side effects that have been reported with the Moderna C¥IMaccinenclude
X Injection site reactions: paitenderness and swelling of the lymph nodethe same arm
of the injectionswelling (hardness), and redness
X General side effects: igue, headache, muscle pain, joint pain, chills, nausea and
vomiting, andfever

There is a remote chance that hedernaCOVID-19 Vaccine could cause a severe allergic
reaction. A severe allergic reaction would usually occur within a few minutes to one hour after
getting a dose dhe ModernaCOVID-19 VaccineFor this reasonyour vaccination provider
mayask you to stay dheplace where you received your vaccioemonitoring after
vaccination Signs of a severe allergic reaction can include:

x Difficulty breathing

x Swelling of your face and throat

x A fast heartbeat

X A bad rash all over your body

x Dizziness and weakness

These may not be all the possible side effects of the Moderna GO%\accine. Serious and
unexpected side effects may occur. The Moderna C@\¥Vaccine is still being studied in
clinical trials.

WHAT SHOULD | DO ABOUT SIDE EFFECTS?
If you experience a severe allergic reaction, cdit® or go to the nearest hospital.

Call the vaccination provider or your healthcare provider if you have any side effects that bother
you or do not go away

Report vaccine side effectsEkA/CDC Vaccine Adverse Event Reporting System

(VAERS). The VAERS tolfree number is-B00-822-7967 or report online to
https://vaers.hhs.gov/reportevent.ntm8 O H D V H MoQer@COVIB-32 9DFFLQH (8% LQ
the first lineof box #18 of the report form.

In addition, you can report side effects to Mod@iXalnc. at 1-866MODERNA (1-866-663
3762).

You may also be given an option to enroliisafe. \fsafeis a new voluntary smartphoiased

tool that uses text messaging and web surveys to check in with people who have been vaccinated
to identify potential side effects after COVAD® vaccinationV-safeasks questions that help

CDC monitor the safety of CAB-19 vaccinesVY-safealso provides secordbse reminders if

needed and live telephone follayp by CDC if participants report a significant health impact
following COVID-19 vaccination. For more information on how to sign up, visit:
www.cdc.gov/vsafe
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WHAT IF | DECIDE NOT TO GET THE MODERNA COVID -19 VACCINE?
It is your choice to receive or not receive the Moderna COYAD/accine. Should you decide
not to receive it, it will not change your standard medical care.

ARE OTHER CHOICES AVAILABLE FOR PREVEN TING COVID -19 BESIDES
MODERNA COVID -19 VACCINE?

Currently, there is no FDApproved alternative vaccine available for prevention of CO1AD
Other vaccineso prevent COVIDB19 may beavailable under Emergency UBathorization

CAN | RECEIVE THE MODERNA COVID -19 VACCINE WITH OTHER VACCINES?
There is no information on the use of the Moderna COWD/accine with other vaccines.

WHAT IF | AM PREGNANT OR BREASTFEEDING?
If you are pregnant or breastfeeding, discuss your options with your healthmécdep

WILL THE MODERNA COVID -19 VACCINE GIVE ME COVID -19?
No. The Moderna COVIEL9 Vaccine does not contain SAR®V-2 and cannot give you
COVID-19.

KEEP YOUR VACCINATION CARD

When you receive your first dose, you will getaccinationcardto show you when to return for
your second dosef the Moderna COVID19 Vaccine Remember to bring your card when you
return.

ADDITIONAL INFORMATION
If you have questionwisit thewebsite or call the telephone number provided below.

To access the most recent Fact Sheets, please scan the QR code provided below.

Moderna COVID -19 Vaccine website Telephone number
www.modernatx.com/covidl9vaccheia 1-866MODERNA
(1-866-663-3762)

HOW CAN | LEARN MORE?
X Ask the vaccination provider
X Visit CDC athttps://www.cdc.gov/coronavirus/204fov/index.html
X Visit FDA at https://www.fda.gov/emergengyeparednesandresponse/mcraegat
regulatoryandpolicy-framework/emergeneyseauthorization
x Contact your state or local public health department

Revised 12/2020 4



WHERE WILL MY VACCINATION INFORMATION BE RECORDED?

Thevaccination provider may include your vaccination information in your state/local
MXULVGLFWLRQTV ,PPXQL]DWLRQ ,QIRUPDWLRQ 6\VWHP ,,6
ensure that you receive the same vaccine when you return for the second dosgeFor m

information about lISsvisit: https://www.cdc.gov/vaccines/programs/iis/about.html

WHAT IS THE COUNTERMEASURES INJURY COMPENSATION PROGRAM?

The Countermeasures Injury Compensation Prod@I@P)is a federal program that may help
pay for costs of medical care and other specific expenses of certain people who have been
seriously injured by certain medicines or vaccines, including this vaccine. Generally, a claim
must be submitted to the CICP witlone (1) year from the date of receiving the vaccine. To
learn more about this program, vigitvw.hrsa.gov/cicpor call 1:855266-2427.

WHAT IS AN EMERGENCY USE AUTHORIZATION (EUA)?

The United States FDA has matie Moderna COVID19 Vaccine availablender an

emergency access mechanism called an EUA. The EUA is supported by a Secretary of Health
and Human Services (HHS) declaration that circumstances exist to justify the emergency use of
drugs and biological products during the COVIB pandemic.

The Moderna COVIDB19 Vaccine has not undergone the same type of review as an FDA
approved or cleared product. FDA may issue an EUA when certain criteria are met, which
includes that there are no adequate, approved, and available alternatives. In addFiDA, the
decision is based on thetality of the scientific evidence available showing that the product may
be effective to prevent COVHR9 during the COVIBL9 pandemic and that the known and
potential benefits of the product outweigh the known and poteistial of the product. All of

these criteria must be met to allow for the product to be used during the CI3\iBndemic.

The EUA fortheModerna COVID19 Vaccine is in effect for the duration of the COVID
EUA declaration justifying emergency use ofsk products, unless terminated or revoked (after
which the products may no longer be used).

©2020 ModernaX, Inc.All rights reserved.
Patent(s)www.modernatx.com/patents
Revised:12/2020
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